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controls shall be challenged 
intramuscularly with a minimum of 250 
colony-forming units of virulent 
Pasteurella multocida, Strain X–73, Type 
1 (Little and Lyons classification) and 
observed daily for a 14-day 
postchallenge period. Only dead birds 
shall be considered in evaluating the 
product. 

(4) Validity requirements. Eight or 
more unvaccinated controls must die 
for the test to be valid. If these re-
quirement are met, the potency test re-
sults are evaluated according to stage 
one of the following table. The test is 
inconclusive and may be repeated if 
the validity requirements are not met, 
but the serial is unsatisfactory if the 
test is not repeated. 

Stage 
Number 
of vac-
cinates 

Cumu-
lative 

number 
of vac-
cinates 

Cummulative total number 
of dead vaccinates 

forlll 

Satisfactory 
serial 

Unsatisfac-
tory serial 

1 ............ 20 20 6 or less .... 9 or more. 
2 ............ 20 40 15 or less .. 16 or more. 

(5) The serial shall pass or fail based 
on the stage one results of the potency 
test. However, the second stage may be 
conducted if seven or eight vaccinates 
die in stage one, but the serial is unsat-
isfactory if the second stage is not con-
ducted. 

(6) The second stage shall be con-
ducted in a manner identical to the 
first stage. The serial shall be evalu-
ated according to stage two of the 
table. On the basis of accumulated re-
sults from the data of both stage tests, 
a serial shall either pass or fail the sec-
ond stage. 

[39 FR 16866, May 10, 1974; 39 FR 20368, June 
10, 1974, as amended at 40 FR 759, Jan. 3, 1975; 
40 FR 23989, June 4, 1975; 47 FR 5195, Feb. 4, 
1982; 52 FR 9118, Mar. 23, 1987. Redesignated 
at 55 FR 35562, Aug. 31, 1990, as amended at 56 
FR 66785, Dec. 26, 1991] 

§ 113.118 Pasteurella Multocida 
Bacterin, Avian Isolate, Type 3. 

Pasteurella Multocida Bacterin, 
Avian Isolate, Type 3, shall be prepared 
from culture of Pasteurella multocida, 
avian isolate, Type 3 (Little and Lyons 
classification), which have been inac-
tivated and are nontoxic. Each serial of 
biological product containing 
Pasteurella Multocida Bacterin, Avian 

Isolate, Type 3, shall meet the applica-
ble requirements in § 113.100 and shall 
be tested for purity, safety, and po-
tency, as prescribed in this section. A 
serial found unsatisfactory by any pre-
scribed test shall not be released. 

(a) Purity test. Final container sam-
ples of completed product shall be test-
ed for viable bacteria and fungi as pro-
vided in § 113.26. 

(b) Safety test. Observation of the vac-
cinated turkeys during the 
prechallenge period of the potency test 
provided in paragraph (c) of this sec-
tion shall constitute the safety test. If 
unfavorable reactions that are attrib-
utable to the product occur, the serial 
is unsatisfactory. If unfavorable reac-
tions that are not attributable to the 
product occur in one turkey, test re-
sults shall be determined by observing 
the remaining 20 turkeys. The test is 
inconclusive and may be repeated if un-
favorable reactions that are not attrib-
utable to the product occur in two or 
more turkeys, but the serial is unsatis-
factory if the test is not repeated. 

(c) Potency test. Bulk or final con-
tainer samples of completed product 
shall be tested for potency of the Type 
3 strain, using the two-stage test pro-
vided in this paragraph. Turkeys, at 
least 6 weeks of age, obtained from the 
same source and hatch, shall be prop-
erly identified and used as provided in 
this paragraph. 

(1) Vaccinates. Each of not more than 
21 turkeys shall be injected with the 
dose and by the route recommended on 
the label. A second dose shall be in-
jected after 3 weeks and the turkeys 
observed for an additional 2 week 
prechallenge period. 

(2) Unvaccinated controls. Each of not 
more than 11 turkeys shall be held as 
controls. 

(3) Challenge. Not less than 14 days 
after the second injection, each of 20 
vaccinates, and each of 10 unvaccinated 
controls shall be challenged 
intramuscularly with a minimum of 150 
colony-forming units of virulent 
Pasteurella multocida, Strain P–1059, 
Type 3 (Little and Lyons Classifica-
tion) and observed daily for a 14-day 
postchallenge period. Only dead birds 
shall be considered in evaluating the 
product. 

VerDate Nov<24>2008 12:41 Mar 16, 2010 Jkt 220028 PO 00000 Frm 00736 Fmt 8010 Sfmt 8010 Y:\SGML\220028.XXX 220028cp
ric

e-
se

w
el

l o
n 

D
S

K
89

S
0Y

B
1P

R
O

D
 w

ith
 C

F
R



727 

Animal and Plant Health Inspection Service, USDA § 113.119 

(4) Validity requirements. Eight or 
more unvaccinated controls must die 
for the test to be valid. If these re-
quirements are met, the potency test 
results are evaluated according to 
stage one of the following table. The 
test is inconclusive and may be re-
peated if the validity requirements are 
not met, but the serial is unsatisfac-
tory if the test is not repeated. 

Stage 
Number 
of vac-
cinates 

Cumu-
lative 

number 
of vac-
cinates 

Cummulative total number 
of dead vaccinates 

forlll 

Satisfactory 
serial 

Unsatisfac-
tory serial 

1 ............ 20 20 6 or less ..... 9 or more. 
2 ............ 20 40 15 or less ... 16 or more. 

(5) The serial shall pass or fail based 
on the stage one results of the potency 
test. However, the second stage may be 
conducted if seven or eight vaccinates 
die in stage one, but the serial is unsat-
isfactory if the second stage is not con-
ducted. 

(6) The second stage shall be con-
ducted in a manner identical to the 
first stage. The serial shall be evalu-
ated according to stage two of the 
table. On the basis of accumulated re-
sults from the data of both stage tests, 
a serial shall either pass or fail the sec-
ond stage. 

[39 FR 16862, May 10, 1974, as amended at 40 
FR 759, Jan. 3, 1975; 47 FR 5196, Feb. 4, 1982; 
52 FR 9118, Mar. 23, 1987. Redesignated at 55 
FR 35562, Aug. 31, 1990, as amended at 56 FR 
66785, Dec. 26, 1991] 

§ 113.119 Erysipelothrix Rhusiopathiae 
Bacterin. 

Erysipelothrix Rhusiopathiae 
Bacterin shall be produced from a cul-
ture of Erysipelothrix rhusiopathiae 
which has been inactivated and is 
nontoxic. Each serial of biological 
product containing Erysipelothrix 
rhusiopathiae shall meet the applicable 
requirements in § 113.100 and shall be 
tested for purity, safety, and potency 
as prescribed in this section. A serial 
found unsatisfactory by any prescribed 
test shall not be released. 

(a) Purity test. Final container sam-
ples of completed product from each se-
rial and each subserial shall be tested 
for viable bacteria and fungi as pro-
vided in § 113.26. 

(b) Safety test. Bulk or final container 
samples of completed product from 
each serial shall be tested for safety as 
provided in § 113.38. 

(c) Potency test. Bulk or final con-
tainer samples of completed product 
from each serial shall be tested for po-
tency using the mouse protection test 
provided in this paragraph. A mouse 
dose shall be 1⁄10 of the least dose rec-
ommended on the label for swine. Such 
swine dose shall not be less than 1 ml. 

(1) The ability of the bacterin being 
tested (Unknown) to protect mice shall 
be compared with a Standard Reference 
Bacterin (Standard) which is either 
supplied by or acceptable to Animal 
and Plant Health Inspection Service. 

(2) At least three threefold dilutions 
shall be made with the Standard and 
the same threefold dilutions shall be 
made for each Unknown. Dilutions 
shall be made with physiological saline 
solution. 

(3) For each dilution of the Standard 
and each dilution of an Unknown, a 
group of at least 20 mice, each weigh-
ing 16 to 22 grams, shall be used. Each 
mouse in each group shall be injected 
subcutaneously with one mouse dose of 
the appropriate dilution. 

(4) Each of 20 injected mice from each 
group shall be challenged 
subcutaneously 14 to 21 days after 
being injected. A dose containing at 
least 100 mouse LD50 of a suitable cul-
ture of Erysipelothrix rhusiopathiae shall 
be used. All survivors in each group of 
mice shall be recorded 10 days 
postchallenge. 

(5) Test for valid assay: At least two 
dilutions of the Standard shall protect 
more than 0 percent and two dilutions 
shall protect less than 100 percent of 
the mice injected. The lowest dilution 
of the Standard shall protect more 
than 50 percent of the mice. The high-
est dilution of the Standard shall pro-
tect less than 50 percent of the mice. 

(6) The relative potency (RP) of the 
Unknown is determined by comparing 
the 50 percent endpoint dilution (high-
est bacterin dilution protecting 50 per-
cent of the mice) of the Unknown with 
that of the standard by the following 
formula: 
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